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DETAILED ACTION 

Claims 1-40 and 42-49 are pending in the instant application. Claims 1, 4-7, 10-21, 23- 
38 and 40 are withdrawn and therefore, claims 2, 3, 8, 9, 22, 39 and 42-49 are under examination 



/ Claim Objections 

Claims 2, 3, 39, 42 and 43 are objected to because of the following informalities: claims 
2, 3, 42, 47, 48 and 49 recite "chimeric promoter capable of mediating local gene expression in 
plants upon pathogen infection.". First, use of the phrase "capable of mediating" does not 
indicate the direct relationship between inductive conditions and expression. Secondly, in claims 
2 the conclusion is that "said local gene expression upon elicitor treatment or pathogen 
infection". However, elicitor treatment is not one of the contemplated treatments as set forth in 
the preamble. It would be remedial to recite - chimeric promoter capable of local gene 
expression in plants wherein expression is induced by elicitor treatment or pathogen infection --. 

Claim 39 recites in line 5 "the combination of one copy of SEQ ID NO: 1 1 and one copy 
of SEQ ID NO:7". It is customary to use the article "the" or "said" when referring to previous 
limitations in the claims. In this case, it would be remedial to amend the claim to recite ~a 
combination--. 

In claim 42, the claims use both "the" and "said" when referencing the previous 
limitations. Both are redundant and unnecessary. It would be remedial to delete either "the" or 
"said". As well, in claim 43, the recitation of "at least one of the said two or more cis-acting 
elements" is confused by its being 4 elements, 2 of SEQ ID NO: 1 1 and 2 of SEQ ID NO:7. It 
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would be clearer if the claims simply recited 
comprise—. 

Appropriate correction is required. 
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-wherein the two or more cis-acting elements 



Claim Rejections - 35 USC § 112, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 2, 3 , 22, 39 5 42, 47 and 49 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for an element sufficient for induction of 
pathogen elicitor expression, does not reasonably provide enablement for any other embodiment. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make or use the invention commensurate in scope with these 
claims. This is a new rejection. 

The test of enablement is whether one skilled in the art could make and use the claimed 
invention from the disclosures in the patent coupled with information known in the art without 
undue experimentation (United States v. Telectronics, Inc., 8 USPQ2d 1217 (Fed. Cir. 1988)). 
Whether undue experimentation is required is not based on a single factor but is rather a 
conclusion reached by weighing many factors (See Ex parte Forman, 230 USPQ 546 (Bd. Pat. 
App. & Inter, 1986) and In re Wands, 8USPQ2d 1400 (Fed. Cir. 1988); these factors include the 
following: 
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The instant claims are drawn to a chimeric promoter comprising c/s-elements "sufficient 
to direct elicitor specific expression". However, the claim does not set forth what type of elicitor 
and hence the use of the term "specific" is inaccurate as elicitor is a genetic term and not all 
elicitors have been demonstrated to activate expression from the disclosed SEQ ID NO:s. The 
specification teaches that SEQ ID NO:l 1 and 7 are activated by pep25, which is a pathogen 
obtained elicitors. So while the conditions recited for expression from the elements is high, the 
only disclosed elicitors that are capable of mediating induction through SEQ ID NO:l 1 or 7 are 
fungal or pathogen elicitors. It is highly unpredictable based upon the teachings of the instant 
specification that condition will lead to these increased levels of induction. 

The specification teaches that elicitors capable of activating the instant elements can be 
identified. However, naming a type of material generically known to exist, in the absence of 
knowledge as to what that material consists of, is not a description of that material. When one is 
unable to envision the detailed constitution of a complex chemical compound having a particular 
function, such as an elicitor, so as to distinguish it from other materials, as well as a method for 
obtaining it, conception has not been achieved until reduction to practice has occurred, i.e., until 
after the nucleic acid has been isolated. Thus, claiming all elicitors that achieve a result without 
defining what means will do so is not in compliance with the description requirement. Rather, it 
is an attempt to preempt the future before it has arrived. 

Given the lack of guidance in the specification, the large and diverse group of inducible 
conditions that are recited and the highly unpredictable nature of the ability to predict those that 
mediate through SEQ ID NO:l 1 induction of local gene expression, it is concluded that a person 
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of skill in* the art would have had to conduct undue experimentation in order to practice the 
claimed 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 48 is rejected under 35 U.S.C. 103(a) as being unpatentable over Van de Locht et 
al (EMBO J, 1990, vol 9(9) p 2945-2950; see entire document) in view of Pears and Williams 
(Nucleic Acids Research, 1988, Vol 16(17), pages 8467-84861; see entire document) and Searle 
et al, MCB, 1985, Vol 5(6), pages 1480-1489; see entire document) further in view of Comai et 
al (Plant Molecular Biology, 1990, Vol 15(3), pages 373-381; see entire document). This is a 
new rejection necessitated by applicants' amendment. 

Applicants claim a chimeric promoter comprising two copies of SEQ ID NO: 1 1 . 

Van de Locht et al teach a promoter obtainable by insertion of pPR2-10, which comprises 
at least one cis-acting element sufficient to direct elicitor-specific expression into the promoter of 
the GUS reporter gene. pPR2-10 comprises SEQ ID NO:l 1 (nucleotides -77 to -46) as indicated 
in figure 5, which demonstrates that pPR2-10 comprises the region from -168 to -43. This region 
comprises SEQ ID NO: 1 1 and functions as a cis-element sufficient to direct elicitor specific 
expression with the CAAT element. The promoter of van de Locht et al as disclosed in Figure 5 
and 6 is a chimeric promoter formed by fusion of parsley chalcone synthase promoter (which 
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provides the minimal promoter) to a PR2 fragment. Van de Locht et al do not teach that pPR2-10 
comprises two copies of the elicitor element. 

Pears and Williams teach that heterologous promoter sequences inserted into promoters 
can mediate sufficient gene expression (see e.g. abstract). Specifically, Pears and Williams teach 
that the promoter elements function "optimally" when multiple copies of the sequences are 
present (see e.g. page 8480 and figure 7). 

Searle et al teach that promoters comprising two heterologous inducible elements isolated 
from the methallothionein I gene function as strong inducible promoter, whereas a single element 
did not respond to zinc (see e.g. abstract). Applicants reason that more than two should further 
increase the inducibility of the promoter. 

Comai et al teach that promoters can be duplicated with the effect of enhanced expression (see 
e.g. abstract). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to duplicate the isolated promoter fragment that is elicitor responsive as taught by van 
de Locht et al as taught by Pears and Williams and Searle et al and Comai et al because and van 
de Locht et al teach that a fragment of the PR2 promoter is responsible for strong elicitor 
mediated gene activation and because Pears and Williams and Searle et al teach that multiple - 
elements are more effective than single elements and Comai et al teach that it is within the 
ordinary skill of the art to generate chimeric vectors in which larger promoter elements are 
duplicated. One would have been motivated to do so in order to receive the expected benefit of 
enhanced regulation of heterologous genes. Based upon the teachings of the cited references, the 
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high skill of one of ordinary skill in the art, and absent evidence to the contrary, there would 
have been a reasonable expectation of success to result in the claimed invention. 

Conclusion 

Claims 2, 3, 22, 39, 42 and 47-49 are rejected. 
Claims 8, 9, 43-45 are objected to. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maria B. Marvich, PhD whose telephone number is (571)-272- 
0774. The examiner can normally be reached on M-F (7:00-4:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, PhD can be reached on (571)-272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Maria B Marvich, PhD 

Examiner 

Art Unit 1633 




